Adaptive Clinical Trials: Overview of Phase III Designs and Challenges.
Adaptive designs use accruing data to make changes in an ongoing trial according to a prespecified plan and potentially offer great efficiencies for clinical development. There are many types of adaptive designs and many trial aspects that could in theory be adapted. However, the scope of adaptive designs with relevance in confirmatory trials is narrower, and in addition, extensive pre-planning is needed and various types of challenges need to be addressed in order to use these designs in this stage of development. Nevertheless, with careful planning, there are opportunities for these designs to offer important benefits even in the confirmatory stage of development. We provide an overview of adaptive designs that have relevance for confirmatory trials and discuss considerations that may affect whether they should or should not be used in particular trials or programs as well as the challenges that need to be addressed.